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REMARKS 
Claim 1 is the only pending claim. 

Recension of*. above-capdoned * foll0WinS " 

r. pectfully requested. 

Claim 1 stands rejected under 35 U.S.C. §101 as the < laimed invention is allegedly not 
« .portedbyeitheraspecificassertedutiliryorawellestabl, .bed utility and further that the 

c .imedmethodallegedlywouM^^^^^ 

tl.claimbutnot described at all in the disclosure. Wr^t are he starting materials and reacnons 

e aditions to prepared [sic] the same?" 

Applicants respectfully submit that Claim 1 is suppor ed by a specific asserted utility. 
* ltu tiUtybemgtheprevenri m andtreatmentofir^ato : y<li«ases. This utility is 
s , -cifically set ford, in the claim and supported by the specif canon. The specification 

a- d«am>entofinf— oty diseases. Further, the specific «k» provides reference to Umted 
S «es Patent Numbers 4,024.175 and 5,563,175, which teacl me preparation of numerous 
C \BA analogs including gabapentin and pregabalin, rope* ively. 

Claim 1 also stands rejectedunder 35 U.S.C. jll2.fi st paragraph, as it is alleged that 
s, ..etheclaimedinvennonisnotsv^ponedbyeiteaspecricasser^udlityoraweU 

„ ,-ention. Applicant respectfully submit that the claimed tov entfon is supported by a specific 
a , ; ertedutility as sctforth above inrcsponse to the rejection^mder 35 U.S.C.JW1. ^ 

-1Smermore;A»li^ 

d option regarding the range of effective amounts of the G \BA analogs, which could be 
g ^toasubj.c.inorderu.prevemarrftreatinf.arnxna^ hseases. Specifically, Applicants 
r, ^lydiree^eExanuner'sa^enriontopage^hnes 2-16 of the specification, wherein 
. neralsupoor, is provided for dosing ofa subject with a OA 8 A analog. FtHther. referring ;to 
p ge 5, lines 12-16, support for bom routes of admrttistration of the GABA analog and dosing 
,. .port is provided. Furthermore, Applicants respectfully . ,mi. that one of ordini.y skill m 
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the art, such as i medical practitioner, would easily be able to identify and idminister an 
amount of a GAb!a analog effective to prevent or treat an inflammatory cc ndition. 

Accordingly, Applicants respectfully submit that the rejections of ( laim 1 under 35 
U.S.C. § 101, and 35 U.S.C. § 1 12, first paragraph, have been overcome ajtd respectfully 
request reconsideration of these rejections. 

Claim 1 stands rejected under 35 U.S.C. § 1 12, second paragraph, x s allegedly being 
indefinite for failing to particularly point out and distinctly claim the subje :t matter which 
Applicants regard as the invention. Specifically, the phrase preventing arid treating 
inflammatory d iseases'* was held to be indefinite for not being clear which specific 
inflammatory d iseases are prevented and treated by the claimed method. / pplicants 
respectfully submit that inflammatory diseases are defined in the specification on page 1, lines 
9-22. Applican cs respectfully submit that the definition of "inflammatory * liseases" set forth 
therein sufficiently defines "inflammatory diseases" for the purposes of rei dering Claim 1 
definite. 

Further, the phrase "to a subject in need" was also held to be indefi lite as to the 
definition of (h*: word "subject" to be treated- Applicants respectfully subi nit that the phrase 
"to a subject in need" is definite in light of the language set forth on page , line 24 of the 
specification, v. herein subjects are defined as mammals, including humans 

The phrase "anti-inflammatory amount 8 * was also held to be unclea . Applicant has 
amended Claim 1 to clarify that °an effective anti-inflammatory amount oj a GABA" is 
administered. 

The phr ase "GABA analog" was also held to be indefinite. Applicant's respectfully 
submit that the^xerm "GABA-analog" is clearly defined within the specification as set forth on 
page 4, lines l-^?] Furthermore, United States Patent Numbers 4,024,175 add 5,563,175, both of 
which are incoi porated by reference in the application, teach numerous otl er GABA-analogs. 
Therefore, Applicants respectfully submit that the phrase "GABA-analog" is definite. 

Claim 1 also stands rejected under U.S.C. §1 12, first paragraph, as it is alleged that the 
specification, " while being enabling for a method of treating the particular inflammation by 
using the particular GABA analogs as indicated in the Examples given by he disclosure, does 
not reasonably provide enablement for 

# Treating other inflammatory diseases 
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• In any possible subject 

• By using all possible GAB A analog or 

• Prevea tting any inflammatory disease in any subject by using any GAB A 
analog". 

Applicants respectfully submit that Claim 1 is fully enabled, as written, without 
limitation to the particular analogs set forth in the Examples. 35 U.S.C. § 1 12, first paragraph, 
states "[t]he specification shall contain a written description of the invention, and of the manner 
and process of makin g and using it, in such full, clear, concise, and exact terms t-.s to enable any = 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same, and shall set forth the best mode contemplated by the inventor of carrying out 
his invention." 

Applicants re spectfully submit that presently pending Claim 1 meets all of the 
requirements set forth in 35 U.S. C. §112, first paragraph. Specifically, 35 U.S.C. §112, first 
paragraph, requires that "[t]he specification shall contain a written description of the 
invention,...". In the present application, Claim 1 defines a method for preventing and treating 
inflammatory diseases comprising administering to a subject in need of treatment and effective 
anti-inflammatory amount of a GAB A analog. As stated above, the specification provides 
sufficient enablemen: for each aspect of the claimed invention. Specifically, the specification 
provides enablement for preventing and treating inflammatory diseases (as stated in the 
specification on page 1 , lines 9-22) comprising administering to a subject in need of treatment 
(as set forth in the specification on page 5, line 24) and effective anti-inflammatory amount (as 
set forth in the specification on page 4, lines 12-16) of a GABA analog (as described in the 
specification on pagf 2, line 10- page 3 5 line 23 and in United States Patent Nuimber 4,024,175 
- and 5,563,175, both ^fwhich were incorporated by reference). 

35 U.S.C. § 1 ' 2, first paragraph, also requires that the specification shall ;ontain a 
written description of the invention, "and the manner in process of making and using it, in such 
full, clear, concise, and exact terms as to enable to any person skilled in the art to which it 
pertains, or with which it is most nearly connected to make and use the same, . . . 3 ' . Applicants 
respectfully submit that the specification of the present application does provide a full written 
description of the manner and process of making and using the claimed invention. As is 
previously stated abo /e, Applicants submit that one of ordinary skill in the art using the present 
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specification would rea lily identify those inflammatory diseases which could be treated 
according to the presen : invention in a suitable subject, such as a human, by administering a 
GAB A analog in accordance with the compound set forth in the specification and in the patents 
incorporated therein by reference. Further, as stated above, the specification provides full, 
clear, concise, and exact terms which would enable any person skilled in the art to identify a 
subject in need of prevention and treatment of an inflammatory condition by administering to 
that subject an effective anti-inflammatory amount of a GABA analog as set forth in the 
specification. < 

Accordingly, Applicants respectfully submit that the rejection of Claim 1 under 35 

ILS.C. § 1 12, first paragraph has been overcome. 

;i 

Claim 1 stands rejected under 35 U.S.C. § 103(a) as being unpatentable over Nagai. 

Il 

Applicants respectfully request reconsideration of this rejection. 

It is stated in the: Office Action that Nagai teaches gamma amino butyric ac id and its 

salts and the use thereo fas an anti-inflammatory accelerating agent. It is further st ited in the 

ft 

• Office Action that it would be obvious to consider that GABA analogs are useful in the 

treatment of inflammation given the close structural relationship between GABA aad it's 

jj 

analogs. Applicants respectfully submit that the Nagai reference provides neither any teaching 

| 

nor suggestion for utilising GABA analogs for the treatment and prevention of infl ammatory 
diseases as set forth in Claim 1. The fact that one of ordinary skill in the art has th; capabilities 

to arrive at the claimed invention is not the proper test for whether one of ordinary skill in the 

II 

art would have arrived rtjthe claimed invention based on the teachings of the prior art. An 
obviousness rejection c annot be predicated on the fact that one of ordinary skill in :he art would 
; have the capabilities to^prive, at the inyention. In^the present case, since there is ^ther 
teaching nor suggestion in the Nagai reference to utilize GABA analogs for the treatment of 
inflammation, the only teaching or suggestion for utilizing the GABA analogs thus comes from 

utilizing Applicants' claimed invention to make the leap from using only GABA aad it's salts 

It 

as an accelerating agenc for the treatment of inflammation to the use of GABA ana logs for the 

jj 

treatment of inflammation. This hindsight use of Applicants* claims is improper a ; a matter of 
law. Accordingly, Applicants respectfully submit that the rejection of Claim 1 unoer 35 U.S.C. 
§ 103(a) has been overcome. Applicants respectfully request reconsideration and v ithdrawal of 
the rejection. j 
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In view of the foregoing remarks, reconsideration of the rejection and advan* ement of 
the case to issue are respectfully requested* 

The Commissioner is authorized to charge any fee or credit any over paymei t in 
connection with this communication to our Deposit Account No. 23-0455, 



Respectfully submitted, 




idsky 

Registration No. 41,505 
Warner-Lambert Company LLC ) 
2800 Plymouth Road 
Ann Arbor, MI 48105 
Tel.: (734)622-7304 
Fax: (734)622-1553 
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